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UNIT&> STATES ENVIRONMENTAl. PROTECTION AGl!NCY 
W ASI:IINOTON. D.C. 20460 

August 9, 2000 

OffiCI! Of 
PRB\'ENllQiil, ~l!Sl"JCIDES I'Jo!P 

TOJQCSUOST~ 

MEMORANDUM 

Subject: Acute Toxicity Review for EPA Reg. No.: 3573-TE/ Mariner 
DP Baroode: 0267062 

To: 

From; 

Case No: 068860 

Adam Heyward, PM 34 
~gulatory Matlllgcm:ent Bmncb 
Antimicrobials Division (7 51 OC) 

lao Blackwell, Biologist ~ ~ 
Efficacy Evaluation Team ( 
Prodoot S~ Branch I 

Andmicrobials Division (75 I OC) --J · I · 1.- J 
Through; Karen Hicks, Team IAader J: I. /' 

~i'c:~=gy Team /~,< \ 1\ "bb 
Antimicrobials Division (751 OC) l/ 0 I 
Michele E. Wingfield, Chief 
.Product Science Braruili 
Anri:mjcrobials Divis.iQn (15 I OC) 

Applicant: The Procter & Gamble Compru~y 

FORMULATION PROM LAB a: 
Actiye lngredient(s): 
Citric acid 
Other !nmtiiemfsl: 

Total; 

%bvwt. 
4.5 

95.5 
LOO'f 

-------- --- ·----
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QACKGROUND: The Proem' .t. O:unble Company bas 51!hrniJted a primii!'Y eyl) and a 
primary akin it.dtAllon studyineuppcxtofthclrlJfOduct "Miuiner" The MR1D Numbers 1\re 

45112&-()6lind 45112&-07. 'Jb&, studb v.-ere conducted by Springborn LaboratOrle!l, fne. 

These two studies haw been submitted in JeSpOnse to a 3122199 PSB/ AD acute toxicity 
review. 1bl re~ ~uested the submission ofthtse studies b)comph:telhe~ tolriQity 
profile of Marinu. ln the 3122199 review of Matiner (review [!)# 290173 - at that time 
Marlner wu not IISSigned a File S)'lllbol), PSB/ AD allowed Procter & Gamble ID cite :fotw 
oflix acutetmdcity SIUdiescond'\lcredon Reg.. No. 3573-54 to be USIId ro snppoltMaripm:. 
Prirrwy eye and tldn inillltion tnudle$ were requested to suppon Mariner. 

&ECOMMHNPADONS: PSB finc1lngs llre: 

1. MRID Number 451128-06; ·ne primary skip irritmion srurly is acoeptable. 

2. :MRlD Number 45 1128-07: The primary • irriullitm study is UlliiiXCplllble auhis time. 
Thill stmiy WDll condooted usiJla tlle Low-VollJJDe Eye Tes1 (LVET) l!!l!lhod OPP/AO 
i$ currently deciding ~ « not we will aocepc thi1 test ~ mi. ill 
ci.IJTCirtl.y not acccpti~ studlg conducted tiSfnJ this melhod. 

The &:uU110Xicity profile for File SymbollS73·1'E is C1Dn!Dtly: 

~oral toxicily 
acute damaJ toxicity 
acute ltW!ation tl)lticity 
primary eye iiriwion 
primaey skiD itrimtloo 
dmnaJlP!!I!Sjtj:nfton 

I..ABEUNG: 

SIONAL WORD. CAUllON 

IV 
IV 
IV 

IV 
Nnns:rmitinr 

PRECAUTIONARY STATEMPNTS: {llllm RqUired) 

a:ceprable 
IOEJ'ahle 
~"~able 
IDliiCCepi.Dhle 
-=ptablc 
~le 

STA T6MENT OF PRACTICAL TREA 1l1ENT (SOPT): (IIOil.C requtted 

No!c Io PM: The pteeaUiionary illbellJ:Ig ~"Cquiremeuu of rhil study tnli)l c:llllnge upon tht 
ax;(:tjiUDi:e of a primacy eye initation Sllldy to support Pile Symbol 3573-TE. 
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DATA REVIEW FOR PRD!ARY EYEIRRITAnON TFATINO (§81-4, 87o.l400) 

PtMucf Manager. 34 Revle.wer: Jan Bfa£k:well 
MRID No.: 45ll28-Q7 Study Completion Date: 8/6199 

SU St:udy No.: 3029..2218 
Tt:stlq J...abcmJtory: Springborn Labonuor!C$. Inc. 

Author(•): K.l.mbc:rly L. Bolliii!Ue, M.S., LA TO 

Quality 1\uuruce (40 cra §l6CI'.U); Included 

Tst MAterial: SS0623.{)1; EPA File Sym:boi3573-Tl!; •ctear, oolorltss liquid" 
Dotage: 0.01 mL (This wau Lo•Vo~ Eye Test) 

Spede: NI\'W baland White rabbits 
Sea;: 2 IMics + I female 

Weight: J.S58-4.l00 kg Age; young adult 
Sourer: Myrtle's R.abbhry 

1. TosJdty Category: 

z. CluJtftcadoo: 

Procedure (Del•latioau From §81-4): 
+This study wasc:~mdut!ll:ld uslnt! the Low-Volwne El"! Test method. 

-" 
.... .. . _ ... 

OJ)eenla tiOIU ~ 
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DATA 'REVUtW FOR SKIN IRRlTA TION TESTING (§8l ·S. 870.2500~ 

Product MaM&tr 34 Rcvinrer. Jan Blaclcwell 
MRID No.. 4S 11211-06 Srudy Co.mpletioo Date: a/6199 

SLI SJudyNo.: 3029.lll1 
Tf$tin& Labomory: Spnngbom LabonROOes. Inc. 

Author: lGmb:rty L. Bonnc~~e, M.S., U1. TO 

Qaalliy AuuniiN (tO CFR §160.U ): lucluded 

Ttat Matu'lal: SS0623.01; EPA File Symbol 3573-TE; "clear, colorless liquid~ 
Do•s~= o.S mL 

Specie~: New Zeala;nd Wbi~embhhs 
Age: Augwe 7. 2ooo.tclt 
Scs: 2 males + I fcm.ale Wcipt 2.926-3.223 kg 
~ M~·· Rabbitry 

I. T oxldry C11tegory: IV 

2. Cluwtfieatioa : 

Rnulll: 
One hour Aftwcx!!OSIG: v~ slight erythema in 313. 

Twenty-fout hum after pxnosure: Very slight Cl)'lhema in 213. 

fonv:df!bt howt tJ\c;r exposure: Very s!lgln e rylhema in 1.'3. 


